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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 16 recites the limitation "a needle shield link" in the last line of the claim. 
There is insufficient antecedent basis for this limitation in the claim. Claim 16 depends 
from independent claim 14 and not dependent claim 15, where the needle shield link is 
first mentioned. 

3. Claim 22 recites the limitation "the inwardly extending stop members of the dose 
activating means" in line 4 of the claim. There is insufficient antecedent basis for this 
limitation in the claim. 

4. Claim 23 recites the limitation "the outwardly extending knob" in the second line 
of the claim; "the inwardly extending knob of the needle shield link" in the third line of 
the claim. There is insufficient antecedent basis for this limitation in the claim. 

5. Claim 25 recites the limitation "the second set of ledges" in the second line of the 
claim; "the inwardly extending knob of the needle shield link" in the sixth line of the 
claim. There is insufficient antecedent basis for this limitation in the claim. 

6. Claims 25 and 26 recite the limitation "the guide knobs" in the second lines of the 
claims. There is insufficient antecedent basis for this limitation in the claim. 
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7. Claim 26 recites the limitation "the other side of the ridges" in the second and 
third lines of the claim. There is insufficient antecedent basis for this limitation in the 
claim. 



Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

9. Claims 14, 16, 17, 19-21 are rejected under 35 U.S.C. 102(e) as being 
anticipated by WO 2004/028598 to Karlsson (Karlsson). 



In Reference to Claim 14 

An injection device 10 comprising: a main body (main housing 12), a needle 
shield unit slidaby arranged in the body (needle shield 34), a cartridge (container 30) 
containing medicament, a plunger (drive rod 42) operatively arranged to the cartridge 
for ejecting the medicament through a needle (needle 28) and arranged on its upper 
part with a number of outwardly extending stop members (area between grooves 45; 
Figure 2B and threads on drive rod), spring means arranged to the plunger for operating 
the plunger (actuating spring 78), a dose activating means (mode selector 88), a needle 
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shield spring (spring 58) arranged to act on the needle shield unit, a first tubular 
member (assembly of lock nut 46 surrounded by lock sleeve 48 and dose actuating 
sleeve 50) rotationally and slidably arranged inside the needle shield unit, wherein it 
comprises a number of ridges and protrusions on the outer surface (protrusions 54 on 
forwardly directed tongues 56) that cooperate with guide members (recesses 38) on the 
inner surface of the needle shield unit (p. 7, lines 14-17) and ridges and protrusions on 
the inner surface of the first tubular member (tabs or protrusions 47 on inner surface of 
lock nut 46) that cooperate with outwardly extending stop members of the plunger (p. 6, 
line 31 -p. 7, line 2), and a second tubular member (dose nut 62) arranged inside the 
housing, wherein it comprises a number of ridges and protrusions on the inner and 
outer surface (threads 67 on inner surface and grooves or splines 65) capable of setting 
and delivering a certain preset dose (p. 7, lines 23-32). 

In Reference to Claim 16 

The device of claim 14 (see rejection of claim 14 above) wherein the needle shield unit 
is arranged to be in a retracted position and to be held in this position against the force 
of the needle shield spring (p. 9, lines 6-8). 

In Reference to Claim 17 

The device of claim 14 (see rejection of claim 14 above), wherein the needle shield unit 
is arranged to be in an extended position and held in this position by the force of the 
needle shield spring (p. 9, lines 24-27; p. 12, lines 13-16). 
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In Reference to Claim 19 

The device of claim 14 (see rejection of claim 14 above), wherein step-like inwardly 
extending ledges (threads 67 on inner surface of second section 66) are arranged to be 
positioned in line with the outwardly extending stop members of the plunger (threads on 
drive rod 42) for permitting different lengths of movement of the plunger and thus 
different doses of the medicament (p. 10, lines 5-12, whereby depending on the amount 
the dose setting knob is rotated the dose nut will move a certain distance along the 
drive rod thereby controlling the length of movement of the drive rod and the dose of 
medicament delivered). 

In Reference to Claims 20 and 21 

The device of claim 19 (see rejection of claim 19 above) wherein the step-like inwardly 
extending ledges are arranged on the inner surface of the second tubular member 
(dose nut 62). Therefore, the ledges are arranged between the dose activating means 
(dose setting knob 84) and the first tubular member as the dose nut is positioned 
between these two components (Figure 1A). 

Claim Rejections - 35 USC § 103 

1 0. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 1 . Claims 15 and 24-27 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Karlsson. 

In Reference to Claim 15 

Karlsson teaches the device of claim 14 (see rejection of claim 14 above) but 
fails to teach wherein the needle shield unit comprises a needle shield link slidably 
connected to the needle shield, as the above described embodiment has the needle 
shield as one unit. Karlsson does teach that the needle shield can be constructed in 
two parts, a lower and upper part (p. 19, lines 19-23) in order to provide a lower part 
that can be locked in position to minimize the risk of needlestick injections (p. 19, lines 
10-12) and this would therefore provide the upper part as the needle shield link. 

In Reference to Claim 24 

Karlsson teaches the device of claim 15 (see rejection of claim 15 above). 
Karlsson further teaches wherein the needle shield is arranged with guide knobs 
(tongues 36A, B containing grooves 38) that run along a guide surface (protrusions 54 
on tongues 56) on the outer surface of the first tubular member and can cause the first 
tubular member to rotate in relation to the needle shield (p. 7, lines 8-14, whereby the 
dose actuating sleeve, which is part of the first tubular member, is capable of rotating so 
that as the needle shield is extended it would be capable of rotating in relation to the 
shield). 
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In Reference to Claim 25 

Karlsson teaches the device of claim 15 (see rejection of claim 15 above). 
Karlsson further teaches wherein the guide knobs (tongues 36A, B containing grooves 
38) of the needle shield run along ridges (protrusions 54) on the outer surface of the first 
tubular member when the needle shield is retracted (p. 1 1 , lines 28-33). This retraction 
allows the dose actuating sleeve and connected lock sleeve 48 to also move backwards 
into the device. The first tubular member (lock sleeve 48 portion) is now free to rotate 
and the plunger's (drive rod 52) outwardly extending stop members (area between 
grooves 45) slip off the protrusions 47 on the first tubular member (lock nut 46 portion) 
to allow the drive rod to move forward and dispense the medicament (p. 11, line 18-p. 
12, line 9). 

In Reference to Claim 26 

Karlsson teaches the device of claim 15 (see rejection of claim 15 above). 
Karlsson further teaches wherein the needle shield has tongues 36A, B containing 
grooves 38 that fit into protrusions 54 in the first tubular member (dose actuating sleeve 
50 portion), which is capable of locking the needle shield in the extended position (p. 12, 
lines 13-17). Although Karlsson teaches grooves in the needle shield and protrusions in 
the dose actuating sleeve, it would have been obvious to one having ordinary skill in the 
art at the time the invention was made to have reversed the parts to have the grooves in 
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the dose actuating sleeve and the protrusions in the shield, since it has been held that a 
mere reversal of parts involves only routine skill in the art (see MPEP §2144.04). 

In Reference to Claim 27 

Karlsson teaches the device of claim 25 (see rejection of claim 25 above). 
Karlsson further teaches wherein guide knobs of the needle shield (areas surrounding 
recesses 38) pass outwardly protruding acting snaps (ledges 96) to lock the needle 
shield in an extended position (p. 1 1 , lines 13-16). 

12. Claims 18, 22, and 23 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Karlsson in view of U.S. Patent No. 5,304,152 to Sams (Sams). 

In Reference to Claim 18 

Karlsson teaches the device of claim 14 (see rejection of claim 14 above) and 
further teaches wherein the dose activating means is arranged with inwardly extending 
stop members (protrusions 90). Karlsson fails to teach wherein the stop members 
cooperate with the stop members on the plunger. Sams teaches an injection device 
that has a plunger 23 with threads 33 and also teaches a second threaded member 22 
with threaded segments 29 that allows interaction of the threads 33 with threads 29 in 
order to ensure the correct measured dose is dispensed (col. 6, lines 13-19). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the mode selector 88 of Karlsson to have threads 
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as taught by Sams that could interact with the threads on the drive rod 42 in order to 
ensure the correct measured dose is dispensed (col. 6, lines 13-19). The modified 
device of Karlsson would be capable of holding the plunger and spring means in a 
tensioned locked position, as priming rotation of the mode selector 88 causes the dose 
actuating sleeve 50, lock sleeve 48, and needle shield 34 to be pulled backwards and 
tensioned to enable an injection to occur (p. 10, lines 21-30). 

In Reference to Claim 22 

Karlsson teaches the device of claim 14 (see rejection of claim 14 above) and 
further teaches wherein the dose activating means (mode selector 88) is turnable from a 
locked position to an optional dose position (p. 8, lines 24-31). Karlsson also teaches 
wherein during injection, the stop members of the plunger abut ledges on the inner 
surface of the first tubular member thereby pushing the plunger towards the cartridge to 
expel medicament through the needle (p. 1 1 , line 1 8-p. 1 2, line 1 1 ). Karlsson fails to 
teach interaction between stop members on the mode selector and stop members on 
the drive rod. Sams teaches an injection device that has a plunger 23 with threads 33 
and also teaches a second threaded member 22 with threaded segments 29 that allows 
interaction of the threads 33 with threads 29 in order to ensure the correct measured 
dose is dispensed (col. 6, lines 13-19). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the mode selector 88 of Karlsson to have threads 
as taught by Sams that could interact with the threads on the drive rod 42 in order to 
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ensure the correct measured dose is dispensed (col. 6, lines 13-19). The modified 
device of Karlsson would be capable of holding the plunger and spring means in a 
tensioned locked position, as priming rotation of the mode selector 88 causes the dose 
actuating sleeve 50, lock sleeve 48, and needle shield 34 to be pulled backwards and 
tensioned to enable an injection to occur (p. 10, lines 21-30). After priming, when an 
injection is to occur, the threads of the plunger would slide off the threads of the mode 
selector so that the plunger could advance to expel the medicament. 

In Reference to Claim 23 

Karlsson in view of Sams teaches the device of claim 22 (see rejection of claim 
22 above). Karlsson further teaches wherein turning of the mode selector 88 causes 
the outwardly extending knob (protrusion 90) to move out of contact with the recesses 
92 in the main housing and the dose actuating sleeve 50 (Figure 4C), which moves the 
protrusions 54 on the dose actuating sleeve within the grooves 38 of the needle shield 
34 so that the force of the spring 58 can urge the needle shield to an extended position 
(p. 9, lines 24-27). The recesses 92 are located in the main housing of the device, 
however, it would have been an obvious matter of design choice to rearrange the parts 
of the device to have the recesses located within the needle shield, so that turning of 
the mode selector would enable the protrusion 90 to come out of contact with a recess 
within the needle shield and enable the positioning of the mode selector into the 
"locked" position to directly correspond to the needle shield being in an extended 
position to cover the needle (see MPEP §2144.04). 
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Conclusion 

13. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. U.S. Patent No. 5,478,316 (Bitdinger) teaches an automatic 
injector with a needle shield and a driver and drive rod that are pushed forward to 
deliver medicament via a constant force spring. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MARIA E. DOUKAS whose telephone number is 

(571 )270-5901 . The examiner can normally be reached on Monday - Friday 7:30 AM - 
5:00 PM EDT. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

MD 

/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



